Siemens Medical Solutions USA, Inc.
Ultrasound Division

oL 3803

510(K) SUMMARY

ACUSON ANTARES™ Diagnostic Ultrasound System

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance
with the Safe Medical Device Act of 1990 revisions to 21 CFR, Part 807.92, Content and Format of a

510(k) Summary.

1.

Submitted By:

Siemens Medical Solutions USA, Inc., Ultrasound Division
1230 Shorebird way

Mountain View, CA 94043

Contact Person:

Michaela Mahl

Regulatory Affairs Specialist
Phone: (650} 694 5653
FAX: (650)943 7053

Date Prepared:
12/01/2006

Proprietary Name:
ACUSON ANTARES™ Ultrasound System

Common/ Usual Name:
Diagnostic Ultrasound System with Accessories

Classification Name:

Regulatory Class: I
Review Category: Tier I
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging Systemn: FR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System: FR # 892.1560 Product Code 90-1YQ
Diagnostic Ultrasound Transducer: FR # B92.1570 Product Code 90-1TX

Predicate Device:

»  K063138, 11/22/2006, ACUSON Antares™ Diagnostic Ultrasound System

»  K050034, 01/13/2005, SONOCLINE Antares™ Diagnostic Ultrasound System

= K033196, 10/16/2003, SONOLINE Antares™ with CLARIFY VE Diagnostic Ultrasound

System
Device Description:

The ANTARES system is a multi-purpose diagnostic ultrasound system with accessories and
proprietary software.

The ACUSON ANTARES has been designed to meet the following product safety standards:

« UL 80601-1, Medical Electrical Equipment, Part 1: General Requirements for Safety
» (5A C22.2 No. 601-1, Safety Bequirements for Medical Equipment
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Siemens Medical Solutions USA, Inc. ACUSON ANTARES"™ Diagnostic Uitrasound System
{Ntrasound Division 510(k) Submission

« NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound

NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output
Indices on Diagnostic Ultrasound Equipment

93/42/EEC Medical Devices Directive

Safety and EMC Requirements for Medical Equipment

EN 60601-1

EN 60601-1-1

EN 60601-1-2

EN 60601-1-2-37

EN 60601-1-4

IEC 61157 Declaration of Acoustic Power

SO 10993 Biocompatibility

The system'’s acoustic output is in accordance with ALARA principle (as low as reasonably
achievabls)

® @ ¢ 2 @

5. Intended Uses:
The Antares ultrasound imaging system is intended for the following applications: Abdominal,
Intraoperative, Small Parts, Transcranial, OB/GYN, Cardiac, Intracardiac, Transesophageal,
Pelvic, Neonatal/Adult Cephalic, Vascular, Intravascular, Musculoskeletal, Superficial
Musculoskeletal, Great Vessel, and Peripherai Vascular applications.

The system also provides for the.measurement of anatomical structures that provide information
that is used for clinical diagnosis purposes.

6. Technological Comparison te Predicate Device:
The ACUSON ANTARES™ is substantially equivalent to the predicate devices listed in
paragraph 3 above. All systems transmit ultrasonic energy into patients, then perform post
processing of received echoes to generate on-screen display of anatomic structures and fiuid flow
within the body. All systems aliow for specialized measurements of structures to aid in
diagnosis.

End of 510(k) Summary
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& -/(*C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Reockville MDD 20850

Siemens Medical Solutions USA, Inc. Ultrasound Group

% Mr. Mark Job

Responsible Third Party Official

Regulatory Technology Services LLC

1394 25" Sreet NW JAN -5 2007
BUFFALO MN 55313

Re: K063803
Trade Name: ACUSON Antares Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging System
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: TYN, IYO, and ITX
Dated: December 21, 2006
Received: December 22, 2006

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This détermination of substantial equivalence applies to the following transducers intended for
use with the ACUSON Antares Diagnostic Ultrasound System as described in your premarket
notification:
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Page 2 — Mr. Job

Transducer Model Number

Cw2 PX4-1 Phased Array
CW5 CH6-2 Curved Array
C5-2 Curved Array CH4-1 Curved Array
(CX5-2 Curved Array PH4-1 Phased Array
VF7-3 Linear Array P10-4 Phased Array
EC9-4 Curved Array VF13-5SP Linear Array
VEFX9-4 Linear Array C5F1 Curved Array Mechanical 3D
VF10-5 Linear Array C7F2 Curved Array Mechanical 3D
VF13-5 Linear Array EV9F¥4 Curved Array
VFX13-5 Multi-D Array V5Ms Multiplane TEE

If your device is classified (see above) into either class II (Special Centrols) or class II1 (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
‘Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850



Page 2 — Mr. Job

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Andrew Kang (240)
276-3666.

Sincerely yours,

)/75{/%’ @ Quzﬁen./ |
Nancy C. ;agdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)



Stemens Mediesl Solutions USA, Inc, ACUSON ANTARES™ Diagnostle Ultrasound System
Dltrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

516 (k) Number (ifknown):  kog3sso3

Device Name: ACUSON Antares Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Maode of Operation
Clinical Appication | A | B | M |PwD | cwn | Color |Amplitude Vgloolg:;y Combined Other
o Doppler | Doppler {Speclfy} {Speciy)
Imaging

Ophthalmic
Fetal p p P P P P BMDGC Nole 2,3,4,5,7.8,10
Abdominal P P P P P BMDC Nole 2.3,4,56,7,8,10
Intraoperative PiPl P | P P P BMDC | Note 23,457,810

Note 8)
Intraoparative ;
Neurological P P P P P BMDC Note 2,3,4,5,7,8,10
Pediatric P P P P P P BMDC | Note 2,3,4,5,7.8,10
Small Organ ple| p (b P P BMDC | Note2,3.4,5.7,8,10
Note 1} g
Neonatal Cephalic P P P P P P BMDC | Note2,3,4,5,7,8,10
Adult Cephalic Pl P P P P P BMDC | Note 2,3.4,5,7,8,10
Cardiac P P P P P P BMDC Note 2,3,4,5.6,7,8,10
Trans-asophageal Pl P P P P P BMDC | Note 2,3,4,5,6,10
Trangrectal P P P e P BMDC | Note 2,3,4,5,7.8,10
Transvaginal P P P P P BMDC | Note23,45,7.8,10
Transurethral
Intravascular
Peripheral vessel P | P P P P P BMDC | Note 2,3,4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional P P P p P P BMDC | Note2,3,4,5,7.8,10
Musculo-skeletal
Superfictal P P P P p BMDC Ncte 2,3,4,5,7,8.10
Other (specify)

N = new indication; P = previously cleared by FDA - KOB3138, KO50034, K033186; E = atded under Appendix E
Additional Comments:

Note 1  For example: breast, testes, thyroid, penis, prostate, etc.
Note2 Ensemble tissue harmonic imaging

Note 3  SleClear multi-view spatial compounding

Note 4 Tissue Equalization Technology

Note 5  3-Scape real-time 3D imaging

Note & Cadence contrast agent imaging (cardiac only)

Note 7 B&W SieScape panoramic imaging

Note8 Power SiaSeape panoramic imaging

Note 8 For example: vascular, abdominal

Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THiS LINE-CCNTINUE ON ANOTHER PAGE (F NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE)

\/}ﬁ'/vl/ C/‘A/& rescription Use (Per 21 CFR 801.109)
(Divisiok Sign-Dff)
Division of Reproductive, Abdominal,

and Radiological Devi /) A
510{k) Number s /‘O[/‘égy%

December 13, 2006 Sectlon 4.3, Pg. 1 of 21



Siemens Medical Soluttons USA, Tne. ACUSON ANTARES™ Diagrastic Ultrasound System
Ultrasound Division 510(K) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):  kpgagoa

Device Name: CW2 Probe for use with ACUSON Antares
Intended Use: Uttragound imaging or fluid flow analysls of the human body as follows:

Mode of Operatian

) Color .
. . Color | Amplitude Combined| - Other
Cincal Appiication | A | B | M | PWD | own | oier | ATBitud fﬁ%‘?ﬁ (Specify) (Specify)

Ophthalmic

Feaial

By

Abdominal

Intraoperative
(Note 8}

D

°

Intracperative
Neurclogical

Pediatric

Small Organ
{Note 1)

MNecnatal Cephalic

Adult Cephalic

T|o(D} D |7

Cardiac
Trans-esophageal

Transrectal

Transvaginal
Transurethral

intravascular
Peripheral vassel P
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA - KO50034, K0331 96, E=added under Appendix E
Additional Comments:

Note1  For example: breast, testes, thyroid, penis, prostate, eic,
Note 9  For example: vascular, sbdaminal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)

wﬂ/h—ﬂw&@/@ﬂégo—z\/ i
(Division é-ign-Of[j B
Division of Reproductive, Abdominal,
and Radiological Devic # 50
510{k} Number E&é‘ J ﬁ

T
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Siemens Medical Solutions USA, Inc.

ACUSON ANTARES™ Diagnostic Ultrasound System
Ultrasound Division .

510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number (if known):  Kgg3803

Device Name: CW5 Probe for use with ACUSON Antares
Intended Use: Ultrasound Imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color .
Velacity Combined Other

Imaging | (SPecify) (Specify)

- _— Color | Amplitude
Cinical Application | A | B | M | PWD | CWD Doppler | Doppler

Ophthalmic
Fetal P
Abdominal
Intraoperative -
Note 9
Intraoperative
MNeurological
Pediatric

Small Organ
{Note 1)

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophagest
Transractal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P
Laparoscopic
Musculo-skeietal p
Conventional

Musculo-skeletal
Superficial
Other (spacify)

N = new indication; P = praviously cleared by FDA - K050034;_ E = added under Appendix E
-Additional Comments:

o

o

[||To|T| @ |T

Note 1 For example: breast, testes, thyroid, penis, prostate, elc.
WNote @ For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE iF NEEDED}
Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

\/)ébww L g’bﬁﬂ/ﬂm
(Division §ign-0f§ bQ
Division of Reproductive, Abdominal,

d Radiotogical Devi i/
g?o(k)ama:: rgg;cra evices M@éj 5 Cf’ﬂ ‘_'3

December 13, 2006 Section 4.3, Pg. 3 of 21



Siemens Medical Solutions USA, Inc. ACUSON ANTARES"™ Diagnostic Ultrasound System
Ulirasound Division 510(k) Submisslon

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known}:  kpg3g03

Davice Name: G5-2 Curved Array Transducer for use with ACUSON Antares
Intended Use: UWitrasound imaging or fluid flow analysis of the human body as follows:

Mode of Cperation

. Color
- ot Color [ Amplitude ... |Combined Other
Clinical Application | A | B | M | PWD| CWD Doppler | Doppler IYT?;Z?;:; (Specity) (Specify)

Ophthalmic

Fetal Pl P P P P BMOC | Note2,3,4,5,7,810

Abdominal PJ{F P P P BMDC | Note 2,3,4,5,7,8,10

Intraoperative
Abdominal

Intraoperative
Neurological

Pediafric PP P P P BMDC | Nots 2,3,4,5,7,8,10

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurathral

Intravascular

Peripheral vessel P|P P P P BMDC [ Note 2,34,5,7,8,10

Laparoscopic

Musculo-skeletal
Conventlonal P P P P P BMDC Note 2,3,4,5,7,8,10

Musculo-skeletal

Superficial

Other {specify)
N = new indication; P = previously cleared by FDA - KD50034, K033106; E = added under Appendix E
Additional Comments:

Note2 Ensemble tissue harmonic imaging

Nated  SieClear mulli-view spatial compounding
Note 4 Tissue Equalization Technology

Note5 3-Scape real-time 3D Imaging

Mota7 B&W SieScape panoramic imaging

Note 8 Power SleScape panoramic Imaging

Note 10 Clarify VE vascular enhancement technolagy

(PLEASE DO NCT WRITE BELOW THIS LINE-CONTINUE ON ANDTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.4089)

(Divigion Sign—OOfgg

Division of Repr uctive, Abdominal,
and Radiological Devices

510(k} Number /60@ 52 &2)

December 13, 2006 Secfion 4.3, Pg. 4 of 21



Stemens Medica! Solutions USA, Inc. ACUSON ANTARES™ Diagnestic Ultrasound System
Ultrasound Division ) 510(k) Submission

Diagnostic Ultrasound indications for Use Form

510 (k) Number (if known):  kgg3gg3

Device Name: CX5-2 Curved Array Transducer for use with ACUSON Antares
Intended Use: Uitrasound imaging or fluid flow analysls of the human body as follows:;
Mode of Operation
Clinical Application | A | B | M [PwD|cwp| Color |Ampiitude vgggirt Combined Other
PP Dappler | Doppler Imagi y (Specify) {Specify}
maging
Ophthalmic
Fatal P P P P P BMDC | Note 2,3,4,5,7,8,10
Abdominal PP P P P BMDC | Note 2,3,4,5,7,8,10
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric P P P P P BMDC | Note 2,3,4,5,7,8,10
Small Organ

Neonatal Cephalic
Adult Cephalic

Cardiac

Trans-esophageal
Transrectal

Transvagina!

Transurethral

Intravascular

.Peripheral vessel PP P P P BMDC | Note 2,3,4,5,7,8,10

Laparoscopic

Musculo-skeletal :
Conventional P P P P P BMDC Note 2,3,4,5,7,8,10

Musculo-skeletal
Superiicial

Other (specify)
N = new indication; P = previously cleared by FDA - K050034, K033196: E = added under Appendix E
Additional Comments;

Note2 Ensemble tissue harmonic imaging

Note3 SieClear multiview spatial compounding
Note 4  Tissue Equalization Technalogy

Note S  3-Scape real-time 3D imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SleScape panoramic Imaging

Note 10 Cliarify VE vascular enhancement techno! ogy

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Congurrence of CORH, Office of Device Evaluation (CDE)

Prescription Use (Per 21 CFR 801, 109)

\/?a/mwﬁ Briabon

(Divisioh Sign-
Division of Reproductlve, ABdominal,

and Radiological Devices , :
510(k) Number /c’ﬂ@ﬁa’& _6
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Siemens Medical Selutions USA, fnc. ACUSON ANTARES™ Diagnostic Ultrassund System
Ultrasound Division 510(k) Submission

Diagnhostic Ultrasound Indications for Use Form

510 (k) Number (if known).  kpg3802

Device Name: VF7-3 Linear Array Transducer for use with ACUSON Antares
Intended Use: Ultrasound imaging ar fluid flow analysis of the human body as follows:
Moda of Cperation
Clinical Aopication Ale !l wmlrwpicwo Color | Amplitude V(é!c;lgirt Cambinad Other
inical App Doppler | Doppler | ity (Specify) (Specify)
maging
Ophthalmic
Fetal P P P P P BMDC { Note 2,3,4,5,7,8,10
Abdominal P P P P P BMDC | Note 2,3,4,5,7,8,10
Intraoperative
Abdominal
Infraoperative
Naurological .
Pediatric P | P P p ] BMDC | Note 2,3,4,5,7,8,10
Small Organ
(Note 1) P P P P P BMEC | Note 2,3,4,5,7.8,10
Neonatal Cephalic P P P P P BMDC | Note2,3,4,5,7,8,10
Adult Caphalic
Cardlac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P|P P P P BMDC | Note 2,3,4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional Pl P P P P BMDC | Note 2,3,4,5,7.8,10
Musculo-skeletal
Superficial P P P P P BMDC | Note 2,3,4,5,7,8,10
Other (specify)

“ N = new indication; P = previously cleared by FDA - KO50034, K033196: E = added under Appendix E
Additional Comments:

Note 1 For example: breast, festes, thyroid, penis, prestate, etc,
Note2 Ensemble tissue harmonic imaging

Note 3 SleClear multi-view spatial compounding

Noled Tissue Equalization Technology

Note 5 3-Scape real-time 3D Imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technelogy

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrance of CDRH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)

Y st %Aﬂ«/

{Dwrslon(ngn—Q%f
Division of Reproductive, A dominal,

and Hadiologica) Devices dﬁ
51 Number /C @QBX
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Siemens Medical Solutions USA, Inc. ~ ACUSON ANTARES™ Dingnostic Ultrasound System
Ultrzsound Division ] 510(}) Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number (if known}; K063803

Device Name: EC8-4 Curved Array Transducer for use with ACUSON Antares
Intended Use: Uitrasound Imaging or fluid flow analysis of the human body as follows:

Mode of Operation

) Color . '
Clinical Application | A | B | M |PwD|cwp| Color |Ampliudel \ 2 0 | Combined Other

Doppler | Doppler Imaging (Spgcify) (Specify)

Ophthalmic
Fetal Pl P P P P BMDG | Mote 2,3,4,5,7.810 -
Abdominal
Intraoperative
Abdorminal
intracperative
Neuralogical

Pediatric
(SN";";‘gjrga” Jplprpl| P P p BMDC | Note 2,3.45,7,8,10
Neaonatal Cephalic Pl F P P p BMDC | Note 2,3,4,5,7.8,10
Aduit Cephalic
Cardiac
Trans-esophageai
Transrectat P P P

o
o

BMDC | Nole2,3,4,57,8,10
Transvaginal Pl P P P P BMDBC | Note 2,3,4,5,7,8,10

Transurethral

Intravascular
Peripheral veszel
Laparoscopic
Musculo-skelstal
Conventional
Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA - KOS0034, K033 96; E = added under Appendix E
Additianal Comments:

Note 1 For example: breast, testes, thyrold, penis, prostate, ete.
Note2 Ensemble tissue harmenic imaging

Noted SieClear multi-view spatial compounding

Nate 4 Tissue Equalization Tachnology

Note &  3-Scape real-time 3D imaging

Note 7 B&W SieScape panoramic imaging

Nole 8 Power SiaScape panoramic imaging

Note 10 Clarify VE vascular enhancement lechnology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE {F NEEDED)
Congurrence of CORH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR £01.109)

NMavoat: Sead i~
{Division Sign-Oﬂ - bdA
Division of Reprdductive, Abdominal,

oo )0 30D
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Slemens Medical Solutions USA, Ine. ACUSON ANTARES™ Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):.  kpgagos

Device Name: VEX9-4 Linear Array Transducer for use with ACUSON Antares
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

" Color .
-, N Color | Amplifude .. | Combined Other
Clinical Application | A | B | M | PWD | CWD Doppler | Doppler :ﬁ;:;?:% (Specify) (Specify)

Ophthalmic

Fetal P P P BMDC | Note 2,3,4,5,7,8,10
Abdominal Pl P P P F BMDC | Note 2,3,4,5,7,8,10
Intraoperative
Abdominal
Intraoperative
Neurological

Pediatric P p P P P BMDC | Note2,3,4,5,7,8,10
Small Organ .
(Note 1) PlP P P P BMDC | Mote 2,3,4,5,7,8,10

Neonatal Cephalic P p P P P BMCC | Note 2,3,4,57,8,10
Adult Caphalic i
Cardiac
Trans-asophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel Pl P g P P BMDC | Note 2,3,4,5,7,8,10
Laparoscopic

Musculo-skeletal
Conventional P | P P P P BMDC | Naote 2,3,4,5,7,8,10

Musculo-skeletal
Superficial p P P P P BMDC Note 2,3,4,5,7,8,10

Other {specify)
N = new indication; P= previously cleared by FDA - K050034, K033196; E = added under Appendix E
Additional Comments:

0
T

Note *  For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging

Noia 3 SieClear multi-view spatial compounding

Note 4  Tissue Equalization Technolagy

Note5  3-Scape real-time 3D imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SleScape panaramic imaging

Note 10 Clarify VE vascular enhancemant technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

Frescription Use (Per 21 CFR 801.108)

(Division §j —Off}l/}

ff)évision of Reproductive, Abdomina|
and Radiological Devices :

510(k) Number /C((]é7 3?&3

December 13, 2006 Section 4.3, Pg. 8 of 21



Siemens Medical Solutions USA, Inc, ACUSON ANTARES™ Diaguostic Ultrasound System
Ultraseund Divislon 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known). ko303

Device Name: -¥F10-5 Linear Array Transducer for use with AGUSON Antares
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mods of Operatlon
Clinical Aoplicai Als | M|pPwolow Color | Amplitude vgfélgﬂ Combinad Qther
inical Applicaton Dcppler | Dappler Y| (Specity) (Specify)
Imaglng
Ophthalmic
Fetal PP P P p BMDC | Note 2,3,4,5,7,8,10
Abdominal P|lP| P P P BMDC | Note 2,3,4,5,7,8,10
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric Pl P P P p BMDC | Note23,4,57,8,10
Small Organ
{Note 1) P P P P P BMDC | Note 2,3,4,5,7,8,10
Neonatal Cephalic p P p p P BMDC | Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P p p P BMDC | Note 2,3,4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional PPl P P P BMDC | Note 2,3,4,5.7,8,10
Musculo-skelatal
Superficial P | P P P P _ BMDC | Note 2,3,4,5,7,8,10
Cther (specify) )

N = new indication; P = previously cleared by FDA - K050034, KO33196; E = added under Appendix E
Additional Comments:

Note 1 For example: breast, testes, thyrold, penls, prostate, efc.
Note2 Ensemble tissue harmanic Imaging

Note 3 SieClear multi-view spatial compounding

Note 4  Tissue Equalization Technalogy

Note 5 3-Scape real-time 3D imaging

Note 7 B&W SleScape panoramic imaging

Note 8 Power SleScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Conetirrence of CORH, Office of Device Evaluation (ODE)
A loweac e

{Division }ann Ofg
Division of Repro. uct{ve Abdéminal,

d R ;
S ™ 04730

Prescription Use {Per 21 CFR B01.109)

December 13, 2006 Section 4.3, Pg. 9 of 21



Siemens Medical Solutlons USA, Tuc. ACUSON ANTARES™ Diagnostic Ultrasound System
Ultrasound Bivision 510(k) Submission

Diagnostic Uitrasound Indications for Use Form

510 (k) Number (if known): 1063803

Device Name: VF13-5 Linear Array Transducer for use with ACUSON Antates
Intended Use; Ultrasound imaging or fiuld flow analysls of the human body as follows:
Mode of Operation
Cliical Aplicson | A | B | M | Pwp | cwp| Color [Amstiude| S99 | Combined Other
ical Apprica Coppler | Doppler Imai y {Specify) {Specify)
maging
Ophthalmic
Fetal P{P P P P BMDC | Noie 2,3,4,5,7.8,10
Abdominal P P P P P BMDC | Note2,3,4,5,7,8,10
infraoperative
Abdominal
Intraoperative
Neurological
Pediafric P| P P P P BMDC | Note 2,3,4,5,7,8,10
Small Organ
(Note 1) P P P P P BMBC | Note 2,3,4,5,7,8,10
Neaonatal Cephalic PP} P P P BMDC | Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular .
Peripheral vessel PIP P P P BMOC | Note 2,3.4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional PP P F P BMDC | Note 2,3,4,5,7,8,10
Musculo-skeletal ]
Superficial P P P P P BMDG the 2,3,4,57810
Other (specify}

N = new Indication; P = previously cleared by FDA - K050034, K033196; E = added under Appendix E
Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note2 Ensemble tissue harmonic imaging

Neted  SteClear mulli-view spatial compounding

Note 4 Tissue Equalization Technology

Note & 3-Scape real-time 3D imaging

Note 7 B&W SiaScape panoramic imaging

Mote8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technolagy

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE {F NEEDED}
Concurrence of CDORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
Y s oadpn

(Di\{is_ion Sign-Off,
Division of Reproductive, Abd minal,

and Radiological Devi Y74 v
510k} Number noes L/C @%06

December 13, 2006 Section 4.3, Pg. 10 of 21



Siemens Medical Solutions USA, Inc. ACUSON ANTARES™ Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k} Number (if known):  kpaagos

Device Name: VFX13-5 Multi-D Array Transducer for use with ACUSON Antares
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
Clinical Aoplication als | u!pwolcowo Color | Amplitude Vgloc:;rt Combined Other
inical Appl Doppler | Dappler !magin; {Specify) {Specify)
Cphthalmic
Fetal Pl P P P P BMDC | Note 2,3,4,5,7.8,10
Abdominal Pl P P P P BMDC [ Note2,3,4,5,7,8,10
Intracperative
Abdominal
Intraoperative
Neurokogical
Pediatric PP P P P BMDC | Note2,3,4,57,8,10
Small Organ
(Note 1) FiP P P P BMDC | Note2,3,4,5,7,8,10
Neonatal Cephalic Pl P P P P BMDC | Note 2,3,4,5,7.8,10
Adudt Cephalic )
Cardiac
Trans-esophageal
Transrectal
Transvaginal
-Transurethral
Infravascular ]
Peripheral vessel P P P P P B8MDC | Note 2,3,4,5,7,8.10
Laparoscopic
Musculo-skeletal
Conventional P P P P P BMDC | Note 2,3,4,5,7,8,10
Musculo-skeletat
Superficlal R P P P P BMOC Note 2,3,4,5,7,8,10
Other (specify} ’

N = new indication; P = previously cleared by FDA - K050034, K033196; E = added under Appendix E
Additional Comments:

Note 1  For example: breast, testes, thyroid, penis, prostate, ste.
Note 2 Ensemble tissue harmanic imaging

Note 3 SieClear multi-vigw spatial compounding

Note 4 Tissue Equalization Technology

Note 5 3-Scape real-lime 3D imaging

Note 7 B&W SieScape panoramic imaglng

Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE)

Prascription Use (Per 21 CFR 801.108)

\/)mf/c @/wrzﬁm/

(Dmssohﬁlqn-
Division of Reproductive, A omlnal,.

nd Radioclogical Devi oy
o ological Devices /) (p B9 )/

December 13, 2006 Section 4.3, Pg. 11 of 21



Siemens Medical Solutions USA, Inc.
Ultrasound Division

ACUSON ANTARES™ Diagnostic Ultrasound System

510(k) Submission

Diagnostic Ultrasound indications for Use Form

510 {k) Number {if known):  Kpg3803

Device Name:
intended Use:

PX4-1 Phased Array Transducer for use with ACUSON Antares
Ultrasound imaging or fluid flow analysis of the human body as follows:

Moda of Operation

Color
Velacity
Imaging

Color
Doppler

Amplitude
Doppler

- — Combined
Clinical Application | A | 8 | M | PWD | CWD {Specify)

Other
(Spacify)

Ophthalmic

Fetal PP

B
o
v
o

BMDC

Note 2,3,4,6,7,8,10

Abdominal PP P P P P BEMDC

Note 2,3,4,5,7,8,10

Intraoperative
Abdominal

Intracperative
Neurological

Pediatric PP P P P P BMDC

Note 2,3,4,5,7,8,10

Small Organ

Neonatal Cephslic PP

T
el
o
T

BMDC

Note 2,3,4,5,7,8,10

Adult Cephalic

o
o
-
)
v
T

BMDC

Note 2,3.4,5,7,8,10

Cardiac P P P P P P BMDC

Note 2,3,4,5,6,7,8,10

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripharal vessel Pi{P P P P P BMDC

Note 2,3.4,5,7,8,10

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeledal
Superficial

Qther (specify)

N = new indication; P = praviously cleared by FDA - KD50034, K033186; E = added under Appendix E

Additional Comments:

MNote 2
Note 3
Note 4
Nofe &
Note 6
Note 7
Note 8
Nate 10

Ensemble tissue harmenic imaging

SleClear muiti-view spatial compounding
Tissue Equalization Technology

3-Scape real-time 3D Imaging

Cadance contrast agent imaging (cardiac anly)
B&W SieScape panoramic imaging

Power SieScape panoramic imaglng

Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE |F NEEDED)

Concurrence of CDRH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 8014.109)

(Dh{is_ion Sign-(élff}
Division of Reproductive, bdominal,

and Radiological Devices / éO [() 3 8 02)

210k} Number

December 13, 2006

Section 4.3, Pg. 12 of 21




Siemens Medical Solutions USA, Inc. ACUSON ANTARES™ Diagnaostic Ultrasound System
Ultrasound Division 510(%) Submission

Diagnostic Ultragound Indications for Use Form

510 (k) Number (if known):  Kpe3803

Device Name: CHE-2 Curved Array Transducar for use with ACUSON Antares
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Made of Operation
. Cofor
Clinical Application | A | B | M | PWD | cwD Dggﬁrer A&%’gﬁe Velosiy %g‘::g{}?;j (Sc;‘;‘;;y)
maging
Ophthatmic .
Featal P P P P P BMDC | Note 2,3,4,5,7,8,10
Abdominal P[P P P P BMDC | Note 2,3,4,5,7,8,10
Intragparative
Abdominat
Intraoperative
Neurological
Pediatric P|P P P P BMDC | Note 2,3,4,5,7,8,10
Smal! Organ

Neonatal Cephalic
Adult Cephalic
Cardiac

Trans-esophageal
Transrectal
Transvaginal
Transurethral , .
intravascular

Peripheral vessel P P P p p BMDC 1 Note23,45,7,8,10

Laparoscopic

Musculg-skeletal
Conventional P P P P P BMDC Note 2,3,4,5,7,8,10 _
Musculo-skelatal
Superficial

Cther (speciy)
N = new indication; P = previously cleared by FDA - K050034, K033198; E = added under Appendix £
Additional Comments:

Note 2  Ensemble tissue harmonic imaging

Note 3 = SieClear mulli-view spatial compounding
Note 4 Tissue Equalization Technology

Note§ 3-Scape realtima 3D Imaging

Nota 7 B&W SieScape panoramic imaging

Nots 8 Power SieScape pancramic imaging

Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prascription Use (Par 21 CFR 801,108)

’—)/)Mrm/ £ Q’Mﬂ%ﬂ/
)

(Division Sign- bdﬁ
Ervision of Reproductive, A ominal,

et ™ L3507

December 13, 2006 Section 4.3, Pg. 13 of 21



Siemens Medical Sofuttons USA, Inc. ACUSON ANTARES™ Disgnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnestic Ultrasound Indications for Use Form
510 (k) Number (if known):  kee3803

Device Name: CH4-1 Curved Array Transducer for use with ACUSON Antares
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Cperatian

. Color
" . Coior | Amplitude . | Combined Other
Clinical Applicaton | A y B | M | PWD [ CWD Dappler | Dappler I\;:;c;;:]tg (Specify) (Specify)

Ophthalmic

Fetal _ P} P P p P BMDC | Note 2,3.4,5,7,8,10

Abdominal P P P p P BMDC | Note 2,3,4,5,7.6,10

Intraoperative
Abdominal

Intraoperative
Neurofogical

Pediatric : P F'_ p P P BMDC | Note 2,3,4,5,7,8,10

Small Crgan

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-gsophageal

Transractal

Transvaginal

Transurethral

Intravascular

Peripheral vessel PP p P P BMDC | Note 2,3,4,57,8/10

Laparoscopic

Musculo-skeletal
Conventional P P P P P . BMDC Note 2,3,4,5,7.9,10

Musculo-skeletal
Superficial

Other (specify)
N = new indication; P = previously cleared by FDA - K033196; E = added under Appendix E
Additional Comments:

Note2 Ensemble tissue harmontc irnaging

Noted SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging

Note 7 B&W SieScapa panoramic imaging

Note 8 Power SieScape panoramit Imaging

Nate 10 Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

mwz«m C QMM%/
{Division Sihn-Off) tQ nd
Division: of Reprodiittive, Abdonfinat,

and Radiological Devices wéj 83 &6
510k} Number i

December 13, 2006 Section 4.3, Pg, 14 of 21



Siemiens Medical Solutions USA, Ine. ACUSON ANTARES™ Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 {k) Number (if known}:  kp83803

Device Name: PH4-1 Phased Array Transducer for use with ACUSON Antares
Intended Use: Ultrasound imaging or fluld flow analysis of the human body as follows:

Mode of Operation

Color :
Clinical Applicetion | A | B | M | Pwp|owp| Color jAmolitude| 0 0, |Combined Other

Doppler | Doppler Imaging (Spacify) (Specify)

Ophthalmic

Fetal BMDC | Note 2,3,4,5,7,8,10
Abdominal F P P P P BMDC | Note 2,3.4.5,7,.8,10
Intraoperativa
Abdominal
Intraoperative
Neurological
Pediatric P P P P P BMDC | Mole 2,3,4,5,7,8,10
Small Crgan

Neonatal Cephalic P | P P P P BMDC | Note 2,3,4,5,7,8,10

"
o
Rl
B
o

Aduit Cephalic P P P P P BMDC | Note 2,3,4,5,7,8,10
Cardiac

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascutar _
Perlpheral vessel p P P P p BMDC | Note 2,3,4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previcusly cleared by FDA - K050034, K033196; E = added under Appendix E
Additional Comments:

Note2 Ensemble fissue harmaonic imaging

Note 3 SleClear mulii view spatial compounding
Note4 Tissue Equalization Technology

Note5 3-Scape real-time 30 imaging

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScape panoramic imaging

Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Cffice of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.108)

(Division Sign-Off)) @
Division of Reprodictive, Abdominal,

and Badiclogical Devi 2V
e ological Devices /) (, A

December 13, 2006 Section 4.3, Pg. 15 of 21



Siemens Medical Selutions USA, Inc. ACUSON ANTARES™ Diagnostic Ultrasound System
Ultragound Dlvision 510(k} Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):  kps3go3

Device Name: P10-4 Phased Array Transducer for use with ACUSON Antares
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Modie of Cperation

. Color .
. . Calor | Amplitude ... | Combined Other
Clinical Application Al B | M|PWD|CWD Doppler | Doppler ?#]e;(;?gg (Spacify) (Spacify)

Ophthalmic

Fetal PP P P P P BMDC | Note 2,3,4,5,7.8,10

Abdominal PP P P P P BMDC | Note 2,3,4,5,7,8,10

Infraoperative
Abdominal

Infraoperative
Neurological

Pediafric Pl P P P P P BMDC | Note 2,3,4,5,7.8,10

Small Organ

Neonatal Cephalic P P P P P P BMDGC | Note 2,3,4,5,7,8,10

Adult Cephalic

Cardlac PP P P P P BMDC | Mote 2,3,4,5,6,7,8,10

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P | P g P P p BMDC § Note 2,3,4,5,7,8,10

Laparoscopic

Musculo-skeletal
Conventional P P P P P P BMDC Note 2,3,4,5,7,8,10

Musculo-skeletal

Superficial

Other (specify)
N = new Indication; P = previously cleared by FDA - KD50034, K033196; E = added under Appendix E
Additional Comments:

Note2  Ensemble tissue harmonic imaging

Note3  SieClear multi view spatlal compounding

Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging

Note 8  Cadence centrast agent imaging (cardiac only)
Note 7 B&W SieScape panoramic Imaging

Note 8 Power SieScape panoramic Imaging

Note 10 Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Congcurrence of CDRH, Office of Device Evajuation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division of Reproductive

FTF Fad; . [ 3
; nid Hadiologicg Abdﬂmmal,_

R {riy Nl_;mber _Devjces /dc/é ;fQ 62&

December 13, 2006 Section 4.3, Pg. 16 of 21




Siemens Medical Salutions USA, Ine, ACUSON ANTARES™ Diagnostic Ultrasound System
Ultrascund Division 510(k) Submlssion

Diagnostic Ultrascund Indications for Use Form

510 (k) Number (if known): K063803

Device Name: VF13-55P Linear Array Transducer for use with ACUSON Antares
Indications Far Use: Diagnostic Imaging or fluid flow analysis of the human body as follows:

Mode of Operation

R Color .
Als |l wmlewolcwo Color  { Amplitude Velocity Combined Other

Doppler | Doppler Imaging {Specify) (Specify)

Clinical Application

Ophthalmic
Fetal
Abdominal

Intraoperative plep| P P P BMDC | Note 2,3,4,5,7,8,10
{(Note 9) .

Intraoperative
Neurological
Pediatric

Small Organ
{Note 1)

Neonatal Cephallc
Aduit Cephalic
Cardiac ‘
Transesophageal
Transrectal
Transvaginal
Transurethral
Infravascular
Peripheral vessel P| P P P P BMDC | Note 2,3,4,57,8,10
Laparoscopic

Musculn-skelatal
Conventional P P P P P BMDC Note 2,3,4,5,7,8,10

Musculo-skeletal
Superficial p P P P p BMDC Note 2,3,4,5,7.8,10

Other (specify)
N = new indication; P = previously cleared by FDA - KO50034, K033186; E = added under Appandix E
Additional Comments:

8MDC | Note 2,3,4,57,8,10
BMDC | Note 23,457,810
BMDC | Note 2,3,4,5,7,8,10
BMDC | Note 2,3,4,5,7,8,10

| 0 |Dp T
o} v | T
|| W | T
T U Ty O
] R ] e

Note 1 For example: breast, testes, thyroid, penis, prostate, stc.
Note 2 Ensemble tissue harmonic imaging

MNote 3 SieClear multi-view spatial compaunding

Mote 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging

Note7 B&W BieScape panaramic imaging

Note 8 Power SieScape pancramic imaging

Note 9 For example: vascular, abdominal

Note 10 Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Offica of Device Evaluation {ODE)

Prescription,Use (Per 21 CFR 801.109)
)/)W C- W

(Divisidn Sign-gff)
Diwvision of Reproductive, A dominal,

anit Radiological Devices /g[ é? _jy 4
5106k Number . M

December 13, 2008 Section 4.3, Pg. 17 of 21



Siemens Medlesl Solutions USA, Ing,

Ultrasound Division

ACUSON 1'1]‘_4"1"1»’11'(!‘.S"I Diagnostic Ultrasound System

510(k} Submission

Diagnostic Ultrasound Indications for Use Form

510-(k} Number (if known): Kkog3803

Davice Name:
Intended Use:

C5F1 Curved array mechanical 3D transducer for use with ACUSON Antares
Ultrasound imaging or fluid flow analysis of the human bocdy as follows:

Clinical Application

Made of Operation

M | PWD

CWD

Color
Doppler

Amplitude
Doppler

Calor
Velocity
Imaging

Combined
(Specify)

Other
(Specify)

Ophthalmic

Fetal

BMDC

Note 2,3,4,5,7,8,10

Abdomlnal

oo

BMBC

Note 2,3,4,5.7.8,10

Intracperative
Abdominal

Intraoperative
Neuraiogical

Pediatric

BMDC

Note 2,3,4.5,7,8,10

Small Organ
_[Note 1)

BMDC

Note 2,3,4,5,7,.8,10

Neonatal Cephalic

8MDC

MNote 2,3,4,5,7,8,10

Adult Cephalic

Cardiac

Trans-esophageal

Transrecta!

Transvaginal

Transurethral

Intravascular

Paripheral vessel

BMDC

Note 2,3.4,5,7,8,10

Lapargscopic

Musculo-skeletal
Conventlonal

BMDC

Note 2,3,4,5,7,8,10

Musculo-skelstal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA - K050034, K033186; E = added under Appendix E

Additional Commenis:

Note 1
Note 2
Nole 3
Note 4
Nota 5
Note 7
Note 8
Note 10

For example: breast, testes, thyrold, penis, prostate, etc.
Ensemble tissue harmonic imaging
SteClear multi-view spatial compourding
Tissue Equalization Technalogy
3-Scape real-time 3D Imaging

B&W SieScape pancramic imaging
Power SleScape pancramic imaging
Clarify VE vascular enhancement technology

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF N EEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE)

December 13, 2006

{Taviston ign-Of
Duwnsion of Reproauct
and Sadinlogiesl Devices
G104k) Moamber

ductive, Abdominal,

L0 A0S

)/L ’VC/W PrescriplioneadRes4-CFR 801.109)
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Siemens Medical Solutions USA, Inc.

Ultrasound Division

ACUSON ANTARES"™ Diagnostic Ultrasound System

510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5§10 {k) Number (if known): Ko63303

Device Name:
Intended Use:

C7E2 Curved array mechanical 3D transducer for use with ACUSON Antares
Ultrasound imaging or fiuid flow analysis of the humarn body as follows:

Clinical Application

Moda of Operation

PWD

CWD

Color
Doppler

Amplitude
Doppler

Color
Velocity
Imaging

Combined
{Specify)

Other
(Specify)

Qphthalmic

Fetal

R
0

BMDC

Note 2,3,4,5,7 8,10

Abdominal

BMDC

Note 2,3,4,5,7,8,10

Intraaperative
Abdominal

[niraoperative
Neurological

Pediatric

BMDC

Note 2,3,4,5,7,8,10

Small Organ
(Note 1)

BMDC

Note 2,3.4,5,7,8,10

Neonatal Cephalic

BMDC

Note 2,3,4,5,7,8,10

Adult Cephalic

Cardiac

Trans-asophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Perlpheral vessa!

BMDC

Note 2,3,4,5.7,810

Laparoscopic

Musculo-skeletal
Conventional

BMDC

Note 2,3,4,5,7.8,10

Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA - K0B0034, K033196; E = added under Appendix E
Additional Cemments:

Nota 1
Note 2
Note 3
Note 4
Nate 5
Note 7
Note 8
Note 10

For example:; breast, testes, thyrold, penis, prostate, etc.
Ensemble tissue harmonic imaging

SieCtear multi-view spatial compounding

Tissue Equalization Technology

3-Scape real-time 3D Imaging

B&W SieScape panaramic imaging

Power SieScape pancramic imaging

Clarify VE vascular enhancement technalogy

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE {F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (OQDE)

Prescription Use (Per 21 CFR 801.109)

Sen Sigdl O Q
of Pépraductive, Abdominal,

Aogical Davices //{(]éf 33 03

iR NunDer
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Siemens Medical Solutions USA, Inc. ) ACUSON ANTARES"™ Diagnostic Ultrasound System
Ultrasound Division 510{K) Submission

Dlagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):  kn63803

Device Name: EV9F4 Curved Array Transducer for use with ACUSON Antares
Intended Use: Uitrasound imaging or fluid flow analysis of the human bedy as follows;

Made of Operation

. Colar \
" I Color | Amplituda . | Combined Other
Clvical Application | A | 8 | 1 | PwD | owp | Color | Ampliud l‘;f;‘;?;g (Specify) (Specify)

Ophthalmic

Fetal P | P P P P BMDC Note 2,3,4,5,7.8
Abhdominal :

Intraoperative
Abdominal
Intraoperative
Neurological

Pedlatric

Small Organ PP P P P
Note 1} BMDC MNote 2,3,4,5,7,8

Neonatal Cephalic Pl PT P P P BMDC | Nole2.34578

Adult Cephalic
I Cardlac

Trans-esophageal
Transrectal

Transvaginal PP P P B BMDC Note 2,3,4,5,7.8
Transurethral :
Intravascular

Peripheral vessel
Laparoscopic
Muscuto-skeletal
Conventional
Muscule-skeletal
Superficial

Other {specify)
N = new indication; P = previously cleared by FDA - K050034; E = added under Appendix E
Additionai Comments:

Note 1 For example: breast, testes, thyroid, penis, prosials, etc.
Note 2  Ensemble tissue harmonic Imaging

Note 3  SieClear multi-view spatial compounding

Note 4 Tissue Equalization Technology

Note 5 3-Scape reaf-time 3D imaging

Note 7 B&W. SieScape panoramic imaging

Note 8 Power SleScape pancramic imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

-\/2 [ ) Prescr tion Use (Per 21 CFR 801.109)
e (Al C

H!u; 1-;3‘31(}{1% 14
Pvision of Reproductive, Abdo inal,
164 <luoio¢=f‘ai Devices %[’ 657
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Siemens Medical Solutions USA, Inc. ACUSON ANTARES"™ Diagnostic Utrasound System
Ultrasonnd Division 510(k) Submissicn

Diagnostic Uttrasound indications for Use Form
810 (k) Number (if known):  kgg3803

Davice Name: V5Ms Multiplane TEE Transducer for use with ACUSQON Antares
Intended Usa: Ultrasound imaging or fluid flow analysls of the human body as follows:

Mode cf Operation

Caolor ,
Velaclty Combined Other

Imaging {Specify) {Specify)

. . Coiar | Amplitude
Clinical Appllcation Al B | MI}PWD|CWD Doppler | Doppler

Ophthalmic
Fetal
Abdominal
Infraoperafive
Abdominal
Intraoperative
Neurological
Padiatric

Small Organ
Neonatal Cephalic
Aduit Cephatic
Cardlac
Trans-esophageal . Pl P P P P P BMDC | Noted
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessal
Laparoscopic
Musculo-skeletaf
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA - K063138; E = added under Appendix E
Additional Comments;

Noted Tissus Equalization Technolagy

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Cencurrence of CORH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)

_ \/)a/m/w ‘" @m’jﬁfm/

{[3igion Luqn 0
™

ston of Repratuctive, Abdominal,
srhoiogical Devices k//é’]é? 5 &8

PNumber
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